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- Extensions of time may be available under tine provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 
Claims 68, 71, 73-74 and 85-87 are presented for examination. 

Applicant's Amendment filed November 3, 2010 has been received and entered into the present 
application. 

Claims 68, 71, 73-74 and 85-87 remain pending and under examination. Claims 68, 71 and 85-86 
are amended. 

Applicant's arguments, filed November 3, 2010, have been fiilly considered. Rejections and/or 
objections not reiterated from previous Office Actions are hereby withdrawn. The following rejections 
and/or objections are either reiterated or newly applied. They constitute the complete set of rejections 
and/or objections presendy being applied to the instant application. 

Objection to the Qaims (New Gromids of Objection) 

Claim 87 is objected to for reciting a comma between the word "R3" and the phrase "and R4", 
which is grammatically awkward. Correction is required. 

Qaim Rejections - 35 US C § 112, First Paragraph, Written Description Requirement, New Matter 

(New Grounds of Rejection) 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 68, 71, 85 and 87 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claims contain subject matter which was not described in 
the specification in such a way as to reasonably convey to one skilled m the relevant art that the inventors, 
at the time the application was filed, had possession of the claimed invention. 
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In particular, the specification and claims as originally filed fail to provide clear written 
description for the newly added limitations directed to R3 and R4 being independently selected from C1-C5 
heteroalkyl groups with 0 to 6 sites of unsaturation that may comprise from 0-5 heteroatoms (claims 68, 
71 and 85). 

Relevant disclosure regarding this newly amended limitation is found at p.6, 1.11-14, of the 
instant specification, which states, "In another aspect of this embodiment, Ri and R2 are identical and are 
selected from the group consisting of C14II29 and C12H25. In some of these compounds, R3 and R4 are 
selected from the group consisting of C1-C5 alkyl groups and C1-C5 heteroalkyl groups having one 
heteroatom therein. In other compounds, R3 and R4 are methyl groups." 

While such disclosure has been noted, it is noted that the disclosure of R3 and R4 may be 
independently selected from, inter alia, C1-C5 heteroalkyl groups having one heteroatom therein fails to 
provide clear written support to now claim that R3 and R4 may be selected from, inter alia, C1-C5 
heteroalkyl groups having 0-5 heteroatoms therein. The range of 0-5 heteroatoms circumscribes 
embodiments of compounds wherein R3 and R4 not only include one heteroatom (as specifically disclosed 
in the specification at p.6, 1.1 1-14), but also fewer heteroatoms (i.e., no heteroatoms) or more heteroatoms 
(i.e., specifically, 2-5 heteroatoms). This newly added limitation represents a clear broadening of the 
subject matter both claimed and disclosed in Ihc specification and claims as originally filed that is not 
adequately supported by the original disclosure and clearly circumscribes a concept that was not in 
Applicant's possession at the time of the invention. 

As stated in MPEP §2163, "The subject matter of the claim need not be described literally (i.e., 
using the same terms of in haec verba) in order for the disclosure to satisfy the description requirement." 
However, considering the teachings provided in the specification as originally filed. Applicant has failed 
to provide the necessary teachings, by describing the claimed invention in such a way as to reasonably 
convey to one skilled in the relevant art that Applicant had possession of the concept of R3 and R4 being 
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independently selected from C1-C5 heteroalkyl groups with 0 to 6 sites of unsaturation that may comprise 
from 0-5 heteroatoms (claims 68, 71 and 85). 

Accordingly, the claims are considered to lack sufficient written description and are properly 
rejected under 35 U.S.C. 112, first paragraph. 

Qaim Rejections - 35 USC § 112, First Paragraph, Written Description Requirement 

(New Grounds of Rejection) 

The following is a qut)lali()n of llic lirsl paragraph of 35 U.S.C. 1 12: 

The specification shall coiilaiii a wi iucii dcscripiion ol' the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claim 86 is rejected under 35 U.S.C. 112, first paragraph as failing to comply with the written 
description requirement. The claim contains subject matter that was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. 

Present claim 86 is directed to a method of delivering an anionic molecule into a cell, comprising 
forming a lipid complex by contacting the anionic molecule with a composition comprising an effective 
amount of a compound, wherein said compound is selected from the group consisting of dioleyl rosenthal 
inhibitor ether (DORIE) carboxylate, dimyristyl rosenthal inhibitor ether (DMRIE) carboxylate, DMRIE 
carboxylate propyl amide, DMRIE carboxylate methionine-methylester amide, DMRIE carboxylate 
methionine-leucine-methylester amide, and DMRIE carboxylate methionine-leucine-phenylalanine- 
methylester amide, and contacting a cell with the lipid complex to deliver a biologically effective amount 
of the anionic molecule into the cell. 

In particular, the specification as originally filed fails to provide adequate written description of 
the chemical structure of the claimed anionic molecules dioleyl rosenthal inhibitor ether (DORIE) 
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carboxylate, dimyristyl rosenthal inhibitor ether (DMRIE) carboxylate, DMRIE carboxylate propyl 
amide, DMRIE carboxylate methionine-methylester amide, DMRIE carboxylate methionine-Ieucine- 
methylester amide, and DMRIE carboxylate methionine-Ieucine-phenylalanine-methylester amide (claim 
86). 

Regarding the requirement for adequate written description of chemical entities. Applicant's 
attention is directed to the MPEP §2163. In particular. Regents of the University of California v. Eli liUy 
& Co.. 119 F.3d 1559, 1568 (Fed. Cir. 1997), cert, denied, 523 U.S. 1089, 118 S. Ct. 1548 (1998), holds 
that an adequate written description requires a precise definition, such as by structure, formula, chemical 
name, or physical properties, "not a mere wish or plain for obtaining the claimed chemical invention." Eli 
liUy, 119 F.3d at 1566. The Federal Circuit has adopted the standard set forth in the Patent and 
Trademark Office ("PTO") Guidelines for Examination of Patent implications under the 35 U.S.C. 112.1 
"Written Description" Requirement ("Guidelines"), 66 Fed. Reg. 1099 (Jan. 5, 2001), which state that the 
written description requirement can be met by "showing that an invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics," including, inter alia, "functional characteristics 
when coupled with a known or disclosed correlation between function and structure..." Enzo Biochem, 
Inc. V. Gen-Probe Inc., 296 F.3d 316, 1324-25 (Fed. Cir. 2002) (quoting Guidelines, 66 Fed. Reg. at 1106 
(emphasis added)). Moreover, although Fli Lilly and Fnzo were decided within the factual context of 
DNA sequences, this does not preclude extending the reasoning of those cases to chemical structures in 
general. Univ. of Rochester v. G.D. Searle & Co., 249 Supp. 2d 216, 225 (W.D.N. Y. 2003). 

Applicant's specification provides an identification of the instantly claimed species of anionic 
molecules (i.e., the compounds dioleyl rosenthal inhibitor ether (DORIE) carboxylate, dimyristyl 
rosenthal inhibitor ether (DMRIE) carboxylate, DMRIE carboxylate propyl amide, DMRIE carboxylate 
methionine-methylester amide, DMRIE carboxylate methionine-leucine-methylester amide, and DMRIE 
carboxylate methionine-leucine-phenylalanine-methylester amide) in name only. Though it is noted that 
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Applicant has described an extensive genus of anionic molecules of the structures presented in, e.g., 
claims 68, 71 or 85, the instant specification lacks any description of the exact chemical structure of those 
anionic molecules identified as dioleyl rosenthal inhibitor ether (DORIE) carboxylate, dimyristyl 
rosenthal inhibitor ether (DMRIE) carboxylate, DMRIE carboxylate propyl amide, DMRIE carboxylate 
methionine-methylester amide, DMRIE carboxylate methionine-leucine-methylester amide, and DMRIE 
carboxylate methionine-leucine-phenylalanine-methylester amide. It is unclear if these anionic molecules 
fall within the generic structures presented in the specification and/or claims or if they are of a different, 
yet undescribed, chemical structure. 

The instant specification fails to recite any structural depictions, chemical formula, chemical 
name(s) or other such properties that would provide adequate written description of the actual chemical 
structure of the claimed anionic molecules dioleyl rosenthal inhibitor ether (DORIE) carboxylate, 
dimyristyl rosenthal inhibitor ether (DMRIE) carboxylate, DMRIE carboxylate propyl amide, DMRIE 
carboxylate methionine-methylester amide, DMRIE carboxylate methionine-leucine-methylester amide, 
and DMRIE carboxylate methionine-leucine-phenylalanine-methylester amide. The lack of such 
description fails to reasonably apprise one of ordinary skill in the art at the time of the invention exactly 
what compounds are claimed in instant claim 86 such that the compounds that Applicant was actually in 
possession of, and intended to be used within the context of the present invention, at the time of the 
present invention are adequately described. The fact that the exact chemical structure of such molecules is 
not described and cannot be appropriately identified from the specification as filed fails to inform the 
skilled artisan of the identity of the compounds such that they could actually be used in accordance with 
the invention. Furthermore, the lack of clear recognition of such compounds in the art as being "well- 
known" further exacerbates the issue because Applicant cannot rely upon what is well-known and/or 
well-established in the prior art to provide adequate written description of these claimed anionic 
molecules. 
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Though it is noted that Applicant apparently provides chemical structures of the cytofectins 
DORI, DORIE, DDRIE, DLRIE, DMRIE, DPRIE, DSRIE, PAE-DMRIE, DMRIE-Ox and DOPE at 
p.28-29 of the instant specification, such cytofectins appear to be simply the base compound of the 
anionic molecule (e.g., DMRIE, DORIE, etc.) without the described substitutions noted in the claimed 
anionic molecules (e.g., DMRIE carboxylate propyl amide, etc.). What the specification fails to provide 
or make absolutely clear is where in the molecule the additional substitutions are present and how such 
substitutions affect the overall chemical structure of the compound. In the absence of sufficient disclosure 
or description identifying the actual chemical structure of the claimed anionic molecules dioleyl rosenthal 
inhibitor ether (DORIE) carboxylate, dimyristyl rosenthal inhibitor ether (DMRIE) carboxylate, DMRIE 
carboxylate propyl amide, DMRIE carboxylate methionine-methylester amide, DMRIE carboxylate 
methionine-leucine-methylester amide, and DMRIE carboxylate methionine-leucine-phenylalanine- 
methylester amide intended to be used within the presently claimed method invention, the skilled artisan 
would not be able to rely upon the description provided by Applicant in the present disclosure to 
determine the actual identity of the claimed compounds. 

Considering the teachings in the specification as originally filed, Applicant has failed to provide 
the necessary teachings, by describing the claimed invention with aU of its limitations using such 
descriplivc means that fully set forth the claimed invention, in such a way as to reasonably convey to one 
skilled in the relevant art that Applicant had possession of chemical structure of the claimed anionic 
molecules dioleyl rosenthal inhibitor ether (DORIE) carboxylate, dimyristyl rosenthal inhibitor ether 
(DMRIE) carboxylate, DMRIE carboxylate propyl amide, DMRIE carboxylate methionine-methylester 
amide, DMRIE carboxylate methionine-leucine-methylester amide, and DMRIE carboxylate methionine- 
leucine-phenylalanine-methylester amide (claim 86). 

Accordingly, the claims are considered to lack sufficient written description and are properly 
rejected under 35 U.S.C. 112, first paragraph. 
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Qaim Rejections - 35 US C § 112, Second Paragraph (New Grounds of Rejection) 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 68 and 85 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which Applicant regards as the 
invention. 

Instant claim 68 recites that Z is selected from the group consisting of O, S, NRi, NH and Se, but 
then goes on to state that Z is an atom of said amino acid, peptide, polypeptide, protein, mono-, di- or 
polysaccharide, which is confusing because (1) Re is defined as being an amino acid, peptide, 
polypeptide, protein, mono-, di- or polysaccharide, not Z, and (2) the narrower limitation of Z being 
sclcclcd IVoiii the group consisting of O, S, NRi, Nil and Sc conflicls with the broader liniilalion ol' Z 
being apparently any atom of an amino acid, peptide, polypeptide, protein, mono-, di- or polysaccharide. 
Thus, it is unclear whether the claim is intended to circumscribe embodiments wherein Re may be 
selected from an amino acid, peptide, polypeptide, protein, mono-, di- or polysaccharide and Z is an O, S, 
NRi, NH or Se contained therein the amino acid, peptide, polypeptide, protein, mono-, di- or 
polysaccharide of Re, or whether the claim is intended to circumscribe embodiments wherein Re may be 
selected from an amino acid, peptide, polypeptide, protein, mono-, di- or polysaccharide and Z may be 
any atom therein. This ambiguity in the claims fails to clearly, precisely or deliberately set forth the metes 
and bounds of the compounds for which Applicant is presently seeking protection. As a result, one of 
ordinary skill in the art at the time of the invention would not have been reasonably apprised of the scope 
of subject matter intended to be circumscribed by the instant claims. Clarification is required. 

A similar issue exists in instant claim 85, but for the more limited subset of options provided for 
the group designated as Z, and, thus, requires the same clarification of the same issue described in detail 
in the preceding paragraph. 
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For these reasons, the claims fail to meet the tenor and express requirements of 35 U.S.C. 112, 
second paragraph, and are, thus, properly rejected. 

Claims 71, 73-74 and 87 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which Applicant regards as the 
invention. 

Instant claim 71 provides for R^ and Rg to be independently selected from the group defined for 
R3 and R4 and one of R7 and Rg can further be an amino acid, peptide polypeptide, protein, mono-, di- or 
polysaccharide, but then goes on to state that the amino nitrogen of said amino acid, peptide, polypeptide, 
protein, mono-, di- or polysaccharide is the nitrogen to which R7 or Rg is attached. Such limitations fail to 
clearly, precisely or dehberately set forth the identities of R7 and Rg and the manner in which they are 
bound because the claim states that the nitrogen atom to which R7 and Rg are attached is an amino 
nitrogen of the amino acid, peptide, polypeptide, protein, mono-, di- or polysaccharide, but initially states 
that R7 and Rg may be selected from any of the groups defined for Rj or R4 and, thus, does not necessarily 
require that any one or more of R7 and/or Rg is an amino acid, peptide, polypeptide, etc. This issue is 
further complicated by the fact that the claim states that one of R7 and Rg "can further be" (i.e., not 
necessarily required to be) an amino acid, peptide, polypeptide, etc. These conflicting limitations fail to 
clearly set forth the metes and bounds of the compounds for which Applicant is presently seeking 
protection and, as a result, fail to reasonably apprise one of ordinary skill in the art at the time of the 
invention of the scope of subject matter circumscribed by the instant claims. Clarification is required. 

For these reasons, the claims fail to meet the tenor and express requirements of 35 U.S.C. 112, 
second paragraph, and are, thus, properly rejected. 
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Conclusion 

Rejection of claims 68, 71, 73-74 and 85-87 is proper. 
No claims of the present application are allowed. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Leslie A. Royds Draper whose telephone number is (571)-272-6096. The examiner can 
normally be reached on Monday-Friday (9:00 AM-5:30 PM). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ardin 
H. Marschel can be reached on (571)-272-0718. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 

/Leslie A. Royds Draper/ 
Primary Examiner, Art Unit 1614 

January 14,2011 



